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National Association of Boards of 
Pharmacy (NABP) 

•NABP - nonprofit association 
founded in 1904 

•Members – Include State and Territorial 
Boards of Pharmacy  

•NABP is the independent, international, 
and impartial association that assists its 
member boards and jurisdictions for the 
purpose of protecting the public health. 
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DSCSA 

• Title II of Drug Quality and Security Act  

• DSCSA - Drug Supply Chain Security Act 

oEnacted November 27, 2013 

oChanged the way Rx drugs are distributed 

oGreat promise for verification of a drug 
products Serial Number 

oIs not a single remedy to keeping Supply 
Chain Safe 

oMany questions and issues to resolve 

 
 

 

 

 

 

 

  

 

 

 

 



The Supply from Cradle to Grave 
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Outsourcing Facility 
- New Entity result of NECC 
- Compounds – Sterile Drugs 
- cGMPs 
- Drugs not Approved 
- Dist to Hospitals and Practitioners 
- Can be large scale production 

 

Outsourcing Facilities 503B 
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Contract 
Manufacturer 

Wholesaler Wholesaler 

• Multiple movements between Wholesalers x7 
• Falsified Transaction Histories 
• Purchases from Wholesalers in Puerto Rico in 

violation of Manufacturer contracts 
• Purchases from pharmacies purchasing under 

GPO pricing 
 

Drug Wholesalers 



Contract 
Manufacturer 

Wholesaler Wholesaler 

• Purchases from pharmacies - shortage drugs 
• Purchases from Wholesalers that are co-

located with pharmacies purchasing under 
LTC contracts 

• Wholesalers selling drugs purchased  by 
affiliated pharmacies 
 

Drug Wholesalers 
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• Introduction point for counterfeit or 
substandard drugs 

• Increased risk is directly proportional to the 
increased number of transactions, requiring 
greater due diligence by wholesalers 

• Safest drug supply has the fewest 
movements from manufacturer to patient 
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May 2015- $400 Million 

Source: May 7, 2015 DOJ press release 

Understanding the Threat 
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What’s Being Observed 

Expensive Rx Drugs are 
collected from patients and 
they are paid a small fee 
 
Drugs with Pharmacy label 
are cleaned with Lighter 
fluid or goo gone and move 
back through wholesalers 
and pharmacies. 



Sophisticated Diversion Schemes 
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http://democrats.oversight.house.gov/sites/democrats.oversight.house.gov/files/documents/7.25.12%20

Staff%20Report%20Shining%20Light%20on%20the%20Gray%20Market.pdf 

July 2012 Congressional Drug Shortages Report 

http://democrats.oversight.house.gov/sites/democrats.oversight.house.gov/files/documents/7.25.12 Staff Report Shining Light on the Gray Market.pdf
http://democrats.oversight.house.gov/sites/democrats.oversight.house.gov/files/documents/7.25.12 Staff Report Shining Light on the Gray Market.pdf
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Drug Distribution – Critical Safety and 
Effectiveness Points 

• Storage, Handling, Shipment – Most 
drugs require storage between 68 – 77 F. 

• Refrigeration critical for biologicals 

• Freezing can deactivate vaccines 

• Sources – Must be a strong emphasis on 
Legitimacy of Rx drug supply to prevent 
sub-standard, adulterated, or counterfeit 
drugs 
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Challenges 

Secondary Wholesalers 
• Multiple WDs in History 

• Falsifying Histories (First WD like 
Cardinal is False) 

• Buying as a pharmacy, selling as a WD  

• Affiliate transfers  
 

 



2012 Counterfeit Cancer Drug 
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Future Issues 

• Supply chain remains vulnerable to 
unscrupulous players 

• Sec 582 Waivers, Exceptions, and 
Exemptions 

• 2D Counterfeit Susceptibility 

• Serial Number database/control, 
retirement, sharing, access 

 


